REMARKS 



Applicants have studied the Office Action mailed October 3 1 , 2005 and have made 
amendments to the specification. It is respectfully submitted that the application, as amended, is 
in condition for allowance. Reconsideration and allowance of the pending claims in view of the 
above amendments and following remarks is respectfully requested. 

Sequence Disclosures: 

The Examiner stated that this application fails to comply with the requirements of 37 CFR 
1.821 through 1.825. The Examiner notes that not all of the sequences disclosed in Figures 2-3 
are accompanied by SEQ ID numbers in the drawing. 

Applicants hereby submit Replacement Sheets of figures which are identical to the figures 
originally submitted on July 22, 2003 except that SEQ ID NOs have been inserted where 
appropriate in Figures 2-3 to identify all relevant sequences. Additionally, a Substitute Sequence 
Listing is also submitted herewith that includes SEQ ID NOs 5-20 presented in Figure 3. The 
Replacement Sheets of figures and the Substitute Sequence Listing add no new matter. 

Abstract: 

The Examiner objected to the abstract because it does not adequately describe the claimed 
invention. 

The abstract is hereby amended, as indicated above, to more adequately describe the 
claimed invention. 

Title: 

The Examiner objected to the title as not being descriptive and stated that a new title is 
required that is clearly indicative of the invention to which the claims are directed. 

The title is hereby amended, as indicated above, to be more clearly indicative of the 
invention to which the claims are directed. 
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Rejection of claims 3 and 27-39 under 35 USC §112, 1st paragraph: 

The Examiner rejected claims 3 and 27-39 under 35 USC §1 12, 1st paragraph, as the 
specification does not contain a written description of the claimed invention, in that the 
disclosure does not reasonably convey to one skilled in the relevant art that the inventor(s) had 
possession of the claimed invention at the time the application was filed, and this is a new matter 
rejection. The Examiner states that the specification and claims as originally filed do not provide 
support for the invention as now claimed, specifically, A) An isolated antibody that selectively 
binds to a "polypeptide" (claims 3, 27, 38-39, and dependent claims 28-37) and, B) "A 
composition comprising the antibody... and a pharmaceutically acceptable carrier" (claims 34- 
37). 

With respect to the term "polypeptide", Applicants respectfully assert that the terms 
"polypeptide" and "peptide" are used synonymously, as is conventional in the art. Thus, claims 3, 
27, and 38-39 could alternatively recite "peptide" in place of "polypeptide" without altering the 
meaning or scope of the claims. The term "polypeptide" is used throughout these claims merely 
for consistency. 

With respect to the phrase "A composition comprising the antibody. . .and a 
pharmaceutically acceptable carrier" in claims 34-37, claim 17 as originally filed recites "A 
pharmaceutical composition comprising an agent identified by the method of claim 16 and a 
pharmaceutically acceptable carrier therefor". The "agent" recited in this claim can be an antibody. 

Rejection of claims 3, 27, and 30-31 under 35 USC §102(b): 

The Examiner rejected claims 3, 27, and 30-31 under 35 USC § 102(b) as being anticipated 
by Singer et al. 

In making this rejection, the Examiner states that Singer et al. teaches an antibody specific 
for a peptide that consists of amino acid residues 406-428 of SEQ ID N0:2 and therefore said 
antibody would inherently bind to a polypeptide consisting or comprising SEQ ID NO:2. The 
Examiner also states that Singer also teaches said antibody conjugated to a detectable substance. 

In response, Applicants respectfully assert that Singer et al. does not anticipate claims 3, 27, 
and 30-31. 
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The Examiner asserts, in effect, that the antibody taught by Singer et al. will inherently 
cross-react and thus bind to the same polypeptides (i.e., polypeptides comprising or consisting of 
SEQ ID N0:2) as the instantly claimed antibodies, thereby anticipating the instant claims. 
However, inherency may only be relied upon where the consequences of following the reference 
disclosure always necessarily results in the claimed invention. If there is not a reasonable 
certainty that the claimed subject matter will necessarily result, the rejection is not proper. 

Specifically, in order for the antibody of Singer et al. to inherently anticipate the instant 
claims, the antibody of Singer et al. must necessarily selectively bind to the polypeptides recited 
in the instant claims (i.e., polypeptides comprising or consisting of SEQ ID N0:2). It is not 
sufficient that the antibody of Singer et al. may possibly or probably bind to the polypeptides 
recited in the instant claims. 

However, this "possibly or probably" standard appears to be the standard that the Examiner 
is relying on for the rejection of claims 3, 27, and 30-31 under 35 USC §102(b). The Examiner 
has cited a reference that teaches an antibody that may possibly or probably selectively bind to 
polypeptides of SEQ ID N0:2 because the reference antibodies bind to a peptides that has an 
amino acid sequence that matches a short fragment of SEQ ID N0:2 (corresponding only to 
residues 406-428 of SEQ ID N0:2), without providing any evidence that the reference antibodies 
must necessarily selectively bind to polypeptides of SEQ ID N0:2. 

It is Applicant's position that the antibody of Singer et al. does not necessarily selectively 
bind to polypeptides of SEQ ID N0:2 because different epitopes must necessarily exist in the 
polypeptide of SEQ ID N0:2 compared with the peptide of Singer et al. because of the extensive 
differences that exist in their amino acid sequences. The amino acid sequence of instant SEQ ID 
N0:2 differs from the peptide of Singer et al. at least over amino acid residues 1-405 and 429- 
565 of SEQ ID N0:2, which is the majority of SEQ ID N0:2. Therefore, due to these substantial 
differences in the protein structures, the antibody taught by Singer et al. clearly does not 
necessarily cross-react with the same proteins (i.e., proteins comprising or consisting of SEQ ID 
N0:2) as the antibodies of claims 3, 27, and 30-31 . 

Accordingly, Applicants respectfully request that the rejection of claims 3, 27, and 30-3 1 
under 35 USC § 102(b) be reconsidered and withdrawn. 
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Rejection of claims 28-29 and 32-37 under 35 USC §103(a) and claims 38-39 under 35 USC 

§103(a): 

The Examiner rejected claims 28-29 and 32-37 under 35 USC § 103(a) as being 
unpatentable over Singer et al. in view of Campbell et al., and also rejected claims 38-39 under 
35 USC §103(a) as being unpatentable over Singer et al. in view of Gavilondo et al. 

In making these rejections, the Examiner states that, in summary, Campbell et al. teaches 
that monoclonal antibodies are useful for therapeutic, diagnostic, preparative, and basic research 
purposes (i.e., as compositions in a pharmaceutically acceptable carrier), and that Gavilondo et al. 
teaches that antibody fragments are extremely useful as therapeutic agents due to their smaller 
size and potentially better tissue penetration and clearance. The Examiner asserts that, thus, it 
would have been prima facie obvious to one of ordinary skill in the art at the time the invention 
was made to make a monoclonal antibody as taught by Campbell et al., or to make an antibody 
fragment as taught by Gavilondo et al., to amino acid residues 406-428 of SEQ ID N0:2 as 
taught by Singer. 

In light of the discussion above in regards to the anticipation rejection under 35 USC 
§ 102(b) in view of Singer et al., it is clear that Singer et al., even in combination with either or 
both of Campbell et al. and Gavilondo et al., neither anticipates nor makes obvious claims 28-29 
and 32-39 due at least to the significantly different epitopes that exist because of the extensive 
amino acid sequence differences in the polypeptide taught by Singer et al. compared with the 
polypeptide of SEQ ID N0:2 of the instant application (SEQ ID N0:2 differs from the 
polypeptide of Singer et al. at least over amino acid residues 1-405 and 429-565 of SEQ ID 
N0:2, which is the majority of SEQ ID N0:2). This obviates the teachings of the Campbell et al. 
and Gavilondo et al. references with respect to Singer et al. as it applies to claims 28-29 and 32- 
39under35USC§103(a). 

Accordingly, Applicants respectfully request that these rejections under 35 USC § 103(a) 
be reconsidered and withdrawn. 
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Conclusions 



Claims 3 and 27-39 remain pending and under consideration. Claims 12 and 24-26 were 
withdrawn from consideration by the Examiner as being directed to non-elected subject matter. 

In view of the above amendments and remarks, Applicants respectfully submit that the 
application and claims are in condition for allowance, and request that the Examiner reconsider 
and withdraw the objections and rejections. If for any reason the Examiner finds the application 
other than in condition for allowance, the Examiner is invited to call the undersigned agent at 
(240) 453-3812 should the Examiner believe a telephone interview would advance prosecution of 
the application. 



Respectfully submitted, 



CELERA GENOMICS 



Celera Genomics Corporation 
45 West Gude Drive 
Rockville, MD 20850 



Date: January 3 L 2006 




Tel: 240-453-3812 
Fax: 240-453-3084 
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